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2017 American Society of Health-System Pharmacists (ASHP) Midyear 

Resident Poster Abstract 

Name of Residency Site: San Antonio Combined Military Medical Center, San Antonio, TX 

Residency Code: 74260 
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Primary Author: Maj Joanna Heskett, PharmD 

Additional Author: Irene Lo, RPh, BCPS 

Submission Category: Emergency Preparedness 

Abstract Word Limit: 325 

Submission Type: Research-in-Progress-Report 

TITLE (limit 25 words): Pyridostigmine bromide 30mg stability in extended storage conditions 

PURPOSE (limit 100 words): Pyridostigmine bromide 30mg is approved by the Federal Drug 

Administration (FDA) as a pre-treatment of nerve gas exposure. The package insert specifies 

pyridostigmine needs to be refrigerated while stored and discarded three months after removal from 

the fridge and dispensing. The objective ofthis study is to determine the stability of pyridostigmine 

under extended storage conditions. 

METHOD (limit 200 words): The study will be submitted to the Institutional Review Board as a non­

human study. Two hundred and ten pyridostigmine tablets from the same lot will be stored under 

controlled temperatu,re and humidity. The tablets will be tested at 0, 3, 4, 5, and 6 months after 

removal from refrigerator when stored at both ideal and manipulated storage conditions. The ideal 

storage conditions will be defined as controlled room temperature as specified by the United States 

Pharmacopeia (USP) <659>. The real-life storage conditions will be determined using the International 

Commission for Harmonization's (ICH) Quality Guidance definitions of storage conditions required for 

stability testing to obtain new drug approval in different climate zones in the world. At each testing 

interval, tablet samples will be removed from the manufacturer's packaging and analyzed using high­

performance liquid chromatography (HPLC) and mass spectrometry to determine the content of the 

drug substance in the tablets (assay) and to assess the degradation by-products. Each measurement 

will be performed in triplicate. The ICH definition for significant change (a change from the initial 

content of 5% or more as detected by assay) will be used to determine pyridostigmine stability 

at the end of each testing periods. 
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~ Ideal storage conditions are defined as controlled room temperature 
per the United States Pharmacopeia <659>, Packaging and Storage 
Requirements. 4 

~ Real-life storage conditions are defined based on the International 
Council for Harmonisation's (ICH) Quality Guidance, which the FDA 
recognizes as the governing document for drug stability testing 
requirements and procedures in the United States. 

• To guide the member states on long-term drug stability testing 
conditions, the ICH uses the World Health Organization's 
definition of climatic zones.5 Based on the guidance, four 
storage conditions were identified as optimal to simulate four 
climatic zones and one accelerated study storage condition 
(Table 1). 

• Samples will be analyzed in triplicate using two methods: high­
performance liquid chromatography to determine the content of 
the drug substance in the tablets (assay) and mass 
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